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Appendix; Claims On Appeal 

33. (prcvi(^usly presented) A phamiacoulical composition comprising: 

(a) a first intraoral portion which rapidly dissolves ar disintegrates intraorally to 
rclcose d tlicrapeuiieally cfTeciivc imiounl of at least one phnrmaceulically active 
ini^rcdicnt which is absorbed sublingually in a therapeutically effective level, 

the active ingredient selected from the group consisiini' of^ Buprcnorphinc, 
Parecoxib, Accdofenac, Buspirone, Ipsapironc, I'cxofenadine, Loratadinc, 
Dexbromphcniratninc, Tenielastine, Verapamil, Amlodipinc, I Ergotamine Tartrate, 
Dihydrocrgolaminc, Ondansetron, Prochlorperazine, SildcnafiK Alprostadil, Sufentanil, 
Lofentanil, Carlcntanil, Nalbuphine. l>roperidol, and HaloperidoK being present in an 
amount between 1 micrograms and 50 nig. and having a rapid onset iollowing intraoral^ 
administration; and 

(b) a second oral portion located within the first portion whicli is released into the 
gastrointestinal tract in a iherapeutieally effective amount after the inti aoral portion has 
disintegrated or dissolved, wherein the second portion is cither a sustained release or 
ehewablc formulation. 

34. (previously presented) I'he pharmaceutical composition of claim 33 
wherein the active ingredient of the intraoral component undergoes fii st pass metabolism, 

35. (Original) The pharmaceutical composition of claim 3? in a tablet or 
capsule tmit dosage ibrm. 

36. (Original) 'I'he pharmaceutical composition ofclaim 35 wherein the unit 
dosage form is a tablet and the second oral portion of the composition is an inner core of 
the tablet surrounded by an outer coating of the first intraoral component. 
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37. (Original) The phLirniaccuticj.1 composition of claim 3:5 wherein the unit 
dosage form is a multi-layer tabid wherein the second oral portion of the composition 
comprises one or more inner layers ol'the tablet iind the Ilrst intraoral oomponenl 
comprises one or more of the outer layers c^f the multi-layer tablet. 

38. (Original) The pharmaceutical composition ofelaim 36 wherein the outer 
coaling is a film coal thai is applied as a layer to the hincr core. 

yy. (Original) Ihe pharmaeciilical composition ofelaim 36 wherein the outer 
coating is a compression coat that is compressed around the inner core. 

40. (Original) Ihe pharmaceutical composition oi' claim 3 ] comprising an 
outer film coating comprising at least one pharmaceutical ly acceptable^ coating polymer 
selected from the group consisting oi' cellulose, hydroxypropyl mcthy) cellulose, methyl 
cellulose, polyvinylpyrrolidone, and polyethylene glycol, a pharmaceutical ly aeecpiablc 
plasticizer, a pharmaecalically acceptable glidant and a phamiaceulically acceptable 
colorant. ^ 

41. (previously presented) A pharmaceutical composition comprising: 

(a) a first intraoral portion which rapidly dissolves or disintegrates intraorally to 
relc;ise a therapeutically effective amount of at least one phannaccutically active 
ingredient which is absorbed subHngually in a therapeutically effective level, 

the active ingredient having a molecular weight not exceeding 350 daltons 
or an octive ingredient selected from the group consisting of Ruprcnorphinc, Parecoxib, 
Aceclofenac, Buspirone, Ipsapirone, Fexolbnadinc, Loratadlnc, Dcxbiotnpheniramine, 
Temclastine, Verapainil, Amlodipine, Hrgotamine Tartrate, Dihydrocigotamine, 
Ondansetron, Prochlorperazine. Sildenafil, Alprostiidil, Sulentanil, LoicnumiU 
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CarfcntaniK Nalbuphine, Droperidoi, <md Ualoperidul, being present in an amount 
between I microgmms ond 50 mg, and having a rapid onset following intraoral 
administration, and 

(he first inti-ioral portion comprising a pharmaeeulically acceptable 
crfcrvesccnl agent which generates elTcrvescenee when contacted with salivary lliiid; and 
(b) a second oral portion located within the tlrst portion which is released into the 
gastrointestinal tract in a therapeutically enective amount after the intraoral portion has 
disintegrated or dissolved. 

42. (Original) The pharmaceutical composition of claim 3 > comprising a 
pharmaceuLieally acceptable flavoring agent in the llrsl intratjral component. 

43. {(Original) The pharmaceutical compositi<^n of claim 33 wherein the 
second oral component is in a sustained release formulation. 

44. (Original) The pharmaceutical composition of claim 4^ wherein the 

sustained release is over a period of 0.5 to 24 hours. ^ 

45. (Original) The pharmaceutical composition of claim 3 3 comprising a 
delayed release coating. 

46. (Original) The phartTiacculical composiiion of claim 45 wherein release is 
delayed lor a period oi'0.5 to 1 2 hours. 

47. (Original) The pharmaceutical composition ofchiim 3> wherein the 
second oral component is chewable and comprises at least one pharmaccutically 
acceptable cxcipieni suitable ibr a chewable medication and a flavoring agent. 
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4K. (Original) The phunnacculical composition of claim 3 ? wherein the ilrst 
intraoral component disintegrates or dissolves within 10 minutes, whea the composition 
is contacted with saliva during intraoral administration. 

4*). (Original) The pharmaceutical composition ofclaim 3 ] wherein the 
second oral component remains intaet until the intraoral administration oiHhe first 
intraor:iI component has been delivered. 

50. (Original) The pharmaeeulical composition of claim 3 ^ further 
comprising a pharnuiceiitlcalJy acceptable signaling; system located between the first 
intraoral component and the second oral component thaL is detectable by the patient upon 
substantial release of the pharmaeeutically active ingredient in the Hrst intraoral 
component. 

51 , (previously presented) I he pharmaceutical composition oi claim 41 
wherein the pharmaeeutically active ingredient in the first intraoral component is selected 
from the g.roup eonsistijig of analgesics, antihistamines, antldiarrheals, anxiolytics, 
hypnotics, stimulanls, cardiovascular drugs, pulmonary drugs, anti-hypertensives, anti- 
emetics, anti-innammaK^ry drugs, renal drugs, stemids, drugs for neurological disorders, 
ami -psychotic drugs, drugs Ibr treating endocrine disorders, drugs for promoting immune 
response, drugs for treating osteoarthritis, drugs for treating glaucoma, drugs for treating 
allergic rhinitis, drugs for treating anemias and other hematological disorders, drugs for 
treating infectious diseases, drugs for the treatment and symptoms ol' cancer, drugs for 
insomnia, and antidiabetic drugs. 
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52. (Original) The phiirmaceutica) composition ol'ckiim 3 ? wherein the active ^ 
ingredient in the first intraoral composition has a lower bioavailability upon oral 

adniinistrolion when compared to intravenous admini.slration. 

53. (Originiil) The pharmaceutical composition of claim 3 J wherein the active 
ingredient in the first intraoral composition is in a dosage ol'bctwccn 10 micrograms and 
30 ing. 

54. (previously presented) The pharmaceutical composition of claim 41 
wherein the active ingredient has a molecular weight ol' less than 350 I )altons. 

55. (previously presented) A process for the preparation of a pharmaceutical 
composition in unit dosage 

(a) a first aitraoral portion which rapidly dissolves or disintegrates intraorally to 
release a therapeutically cITcctive amount of at least one pharmaceutic ally active 
ingredient which i.s absorbed sublingually in a therapeutically efTeclive IcvcU 

the active ingredient selected irom the group consisting of Buprcnorphinc, 
Parecoxib. Aceclolbnac, Buspirone, Ipsapirone, FcxofenaduTie, Loratadine, 
Dcxbrompheniraminc. Tcmelastinc, Verapamil, Amlodipinc, lirgotamine l aitratc, 
Dihydroergotamlne, Ondansetron, Prochlorperazine, Sildcnani, Alprostadif Sufentanil, 
Lofcntanil, Carfcntanil, Nalbuphine, Droperidof and Huloperidof being present in an 
amount between 1 micrograms and 50 mg, and having a rapid onset following intraoral 
administration; and 

(b) a second oral portion located within the first portion whicli is released into the 
gastrointestinal tract in a lhcrat>eutlcally effective amount after tlie inlraonil portion has 
disintegrated or dissolved- 
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which compriscji I he slcps of: 

(i) providing ihc second oral component as on inner toblel core or <is at 
least one layer oi'a mulli-laycr tablet core or as m uncoatcd capsule, wherein Llie second 
oral component is either a sustained release or chcwabic formulation; and 

(ii) applying the Hrsl intraoral component as an outer layer or as several 
outer layers Ibrming an outer coating on the first portion. 

56. (Original) 'Vhc process of ckiim 55 wherein the active ingredient exhibits 
first pass metabolism. 

57. (Original) The process of claim 55 wherein the active ingredient has a 
molecular weight of less than 150 daltons. 
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